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ge Item IV 

Lack of unity of invention 



1 



This Authority considers that there are 7 inventions oovered by the claims indicated 
as follows: 

said pocket. 

flow path bypassing said pocket. 

3) Claims 12-21 : A device for dispensing individual doses of powder from respective 
pockets of a pair of carriers. 

* « im. 92 32- A device for dispensing individual doses of powder from respective 
^Z^erlZ prodge'r/cam arrangement for ruptudng the lidd.ng sheet 

sealing the pockets, 
the priming member. 

« r , alm « 3M7- A device for dispensing individual doses of powder from respective 
^of a^er w^ a changeover compcnenf and an indexing mechantsm. 

„ n**~ 4* 53- A device for dispensing individual doses of powder from respective 

dispensed to the user. 

1 1 The reasons for which the inventions are not so iinked as , to form a single general 
S concept, as required by Ruie 13.1 PCT, are as follows: 
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1 2 A device for dispensing individual doses of powder from respective pockets of a 
carrier with a support for a carrier having a plurality of pockets conta.mng respective 
dcses of powder, and a mouthpiece through which to inhale an airstream carrying a 
dose of powder is known from WO0185097 (D1) (see fig.1E and 5A) Independent 
Haims 1 9 12 22 33 39 and 48 further define features of the device which relate to 
dSntp^biems: Claim 1 relates to the problem of insuring dose reproduction by 
avoiding aggregation of powder on the walls of the device, by providing a unique 
flowpath for each pocket. Claim 9 tries to improve medicament deposition by 
pZding a second flowpath for bypassing the pocket. Claim 9 relates to a dev.ce 
with two disc carriers for different medicaments. Claim 22 defines a special 
arrangement for opening the pockets. Claim 33 relates to a prim.ng member and 
fn3ent-motionfor interaction with the priming member. Claim 39 further defines 
a changeover component and an indexing mechanism. Claims 48 and 52 
concentrate on a counting mechanism for the device. Therefore, claims _ 
1 q 12 22 33 39 and 48 do not contain any common "special technical features 
^'^Z7Z 13.2 PCT which define a contribution over WO0185097 (D1) 
Indie, the requirement of unrty of the PCT are not fulfilled by the appl.cat.on. 

!£S statement with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

1 Reference is made to the following documents: 

D1- WO 01/85097 A (INNOVATIVE DEVICES LLC) 15 November 2001 (2001-11-15) 
D2: EP A-1 106 196 (ATSUGI UNISIA CORP I DOTT LTD COMPANY (JP» 13 June 

D3- wSVSt" MASK.NG LARS ; ASTRAZENECA AB (SE); HARW.GSSON IAN 

fSEV JONSTROEMER Ml) 28 November 2002 (2002-1 1-28) 
D4- US-A-4811731 (RAND PAUL K ET AL) 14 March 1989 (1989-03-14) 
rV- US-A-5 657 749 (COX PETER ERICH) 19 August 1997 (1997-08-19) 
D 6 ': WO 01^ A ONNOVATA BIOMED LTD ; BRAITHWAITE PHILIP (GB)) 15 

07: 5^B^tS~ DOUGLAS IVAN ; EDE ANDREW JOHN (GB); 
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MFRIDICA LTD (GB)) 27 February 2003 (2003-02-27) 
n* FP A O 469 814 LILLY INDUSTRIES LTD) 5 February 1992 (1992-02-05) 
£ W« SdVENT PHARMACEUTICALS RY LTD = ALLAN ROBERT 
DAVID (MY PIKE GREGORY) 27 March 2003 (2003-03-27) 

WO 02/24263 A (PIKE GREGORY CHARLES ; GLAXO GROUP LTD (GB)) 



D10: 

28 March 2002 (2002-03-28) 

D11: 
D12: 

D13: 



28 Marcn zuuz ^uut-wtu; 

wn ok/i 1715 A (TENAX CORP) 4 May 1995 (1995-05-04) 

GB-A-2 242 134 (GLAXO GROUP LTD) 25 September 1991 (1991-09-25) 

« r.aims 1-8- A device for dispensing individual doses of powder from respective 
l^oL c^m a fiow path downstream of each defined by wal.s un.oue for 



said pocket 
2. 



ThP subiect-matter of claim 1 and 2 differs from the devices of D1 and D2.n that the 
2.S iTng individual respective first flow paths downstream of each respect,ve 
LTof 1 suoDorted carrier and for connecting said pocket with the mouthp.ece are 
SJidSS a"d not part of the carrier, indeed the pocket and earner are not 
part of the subject-matter claimed in claim 1 and 2. 
2.1 The subject-matter of claim 1 and 2 is therefore novel over D1 and D2 (Article 33(2) 
PCT) 

m„.« • nevertheless the wording -forms an integral part of the individual first flow path' 

that thesaid walls also cover the walla of the earner and pockrt 
(trtide ?PCT). Moreover the first flow path Is inconsistent between c a,m 1 and 
ff 2*S,o be defined entiraly by respective walls unique to that indMdual 
m iTJh mutexcluding that said flow path is also defined by part the pocket of the 

path is always going through the pocket of the earner (Arficle 6 PCT). 

, o m .ha ortor art a single flow path in the device, apart form the blister itself, normally 
" IneX T£* <* * -n?er to the moutttpiece see D1-D3. Therefore the sub.ee.- 
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matter of claims 1 and 2 also appears to fulfill the requirements of Article 33(3) PCT. 

2.3 Claims 3-8 are dependent on claim 1 and 2 and as such also meet the requirements of 
the PCT with respect to novelty and inventive step. 

o\ Claims 9-11- A device for dispensing individual doses of powder from respective 
IcteZ^Tvm a first flow path communicating with the pocket and a second 
flow path bypassing said pocket 

5 The present application does not meet the criteria f™*^)™. becauso the 
subject-matter of claim 9 is not novel in the sense of Article 33(2) PCT. 

5.1 The document D5 discloses (the references in parentheses applying to this document): 

A device for dispensing a dose of powder from a pocket of a earner, the device including 

a support for a carrier having a pocket containing a dose of powder (col.7 line 40-49, 

amo 2 uihTiece (fig.12) through which to inhale an airstream carrying a dose of powder; 
the device further including: ..*u 
walls defining M (402flg.12) and second flow paths (406. *iq <J 
the mouthpiece, the first flow path communicating with the pocket (fig.12) of the 
fupported carrier and the second flow path (fig.12, coi.7 lines 54-56) bypassing the 
Docket- wherein the walls defining the first flow path include, upstream of the pocket a 
P^'ote^reduc^cress-se^ 

She pocket and direct a relatively high velocity airstream into the pocket (col.7 lines 49-53 

ItTnoted that claim 9 does not specify that the first flow path should have a smaller 
cZZZElIZ** the second flow path, It is only said that the M flow has a 

me ctose section of the passage 402 is reduced at the entrance of to bteter412. 
Therefore, the subject-matter of claim 9 cannot be seen as novel in view of D5. 

6.3 Claims 10and11 deariy state that the first passage has smaller cross-section than the 
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,nnd one Therefore said claims are novel over D5 (Article 33(2) PCT). Nevertheless, 

subject-matter of claim 10-11 lacks an invents step (see also D3, f.g.21 item 7/,. 
3) Cla.ms 12-21: A device for dispense Indlvldua. doses of powder from respective 
pockets of a pair of carriers. 

Article 33(2) PCT. 

7 , T*e document D6 discloses (the Terences In panoses appfylng to this document): 
A device for dispensing individual doses of powder frcm respective pockets of a pair of 

M ^7) suSe r ^"Cd (see page 8 iine 8 -a spool carder 

a support (106, f,gJ) s "table tonw P foiiowjng features ^ 

8 lines 13-31); 
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. mouthoiece (implicit, reference is made to an inhalation passage page 3 line 4, and 
sa^ passag^in DPI leads to a mouthpiece in order to carry the medicament to the user, 
see S 4 line 25-31) through which to inhale an airstream caring powder from 

r£££ "echanism (rod 121 , ftg.7) for releasing Into the airstream the powder of 
a respective pocket of a «^ lln6s 12-16) for rotating the carriers 

^SK* - .o c. released from 

SSsubiecf-maner of claim 12 is no, considered to be novel in view of the 
device of D6. 

7 2 The subieot-matter of dependent claims 13-21 is not considered to be novel either 
IS^Sron On page 8 lines 1-5 of D6, one can read that the push rod can 
MS theX the two disc needs to be moved also joint* in order o 
r^nVtrnidicament cavities in front of the push rods. Said same passage also 
Soes seTeS delivery of the medicaments. Therefore the subject-matter of 
SsT 3 19 does not appear to be novel in view of the device of D6. In D6 page 1 0 
2TJ I « k Sained Mb one embodiment the first carter is rotated from 360" and 
^KTd carter is in turn actuated, therefor* .he subject-matter of 
claims 20-21 is not novel either (Article 33(2) PCT). 

t q The subieot-matter of claim 53 when combined with claim 12 is also not novel {Article 
»S mU combination does no. make clear .ha. the carter housed by the 

that said carrier has a lidding sheet. 

a Claims 22-32- A device for dispensing individual doses of powder from respective 
l*Z o?^«^ a prodg P er,ca m arrangement for rupturing the lidding sheet 
sealing the pockets. 

8 The present application does not meet the criteria of Article , 33( ^because the 
subject-matter of claims 22,31 is not novel in the sense of Article 33(2) PCT. 
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8.1 



The document 07 discloses (the references in parentheses applying to this document): 

A device (fig.17) .or dispensing individual doses o. powder from respective pockets o. 
a carrier, the device including: for g ^ oarrier 

a fire, support ^«^,j^ 17 ^ be used for a strip having packs 
(fig.SId). ££d side surf aces opposfte each other, an 

oo^^S^STpocKefe are formed and a fire, lidding sheet sealed 

rz^^oS « *° w is not part K°* *? subiecwna,ter 

o^m^ 

a Are, predger member , retract ed and an extended position; 

side - rta -t%XdS "otnTmovtbie generally parallel wfih the eecond side 
a cam member (76) adjacent w and a Drirne d position; wherein the 

— -esse: r. 

cam member has a first cam sunai*. « i» ™Mon ,o the primed position moves 
,ha, movement o, me cam member T^^™ £J so as to press 

^^■Y'^ir^iifcrt features o, the carrier which is 
page 19 line 8). Claim 31 ■"f^descn ^ ^ ^ 

corresponding to the earner of fig.5d and 22, ana wn ^ y 

subjeCmatterclaimed. Moreover me prod er72 :m '^^^J^J^a 
insert trough ,he fire, lidding shee, of D7 (Article 33(2) 

33(3) PCT). 

, Thesub^mafiero.o^d^^ 
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member moves the second prodger in order to rupture the lidding sheet of the seoond 



carrier. 



9 1 The arrangement of claim 23 permits to use two carriers with different 

a«»mpact arrangement, because the two canters are facing each other n use. Sa d 
anTgemen, is no. derivable from the available prior art, and merefora £e eub.ec.. 
matter of claims 23-29, appeare .o imply an inventtve step (Article 33(3) PCT). 

9 2 The subiect-matter of claims 30 and 32 also does not appear to be derivable from the 

^i«emforart.lnD7,the cant anangement does not have any groove for excess of 
n^meTand the cam member is no. deformable, due «o me different construct-on 
of the device of fig.17 in D7. 

« Claims 33*8- A device for dispensing individual doses of powder from respective 
pocJTof can-ier with priming member and intermittent^otion for lnteract.cn w,th 
the priming member. 

10 The preeen. application does no, meet the criteria of Arfcle 330) PCT, because .he 
subject-metier of claim 33 is not novel in the sense of Article 33(2) PCT. 

m 1 The document D9 discloses (the references in parentheses applying to this document): 
rdevi^SspensIng individual doses of powder from respective pockets of a earner, 
the device including: 

l jEltLSi'ffiS fig 4) mounted on the chassis for relation about a central axis and for 
euolrtl not. S'Sfig.4) having cavities with respective pockets fomted therein 
and arrant 7* drcLar 'ana, ceittred on me centta. axis, «te Are. support mcludmg an 
Q rr«x/ nf near teeth (53, f ig.6) centred on the central axis; 

X-^wi— o" •» <*- te to rotaBon *"* * e central 83031 

^mtftenMnotion (1 8, fig.1 ) mounted on the chassis for interaction with the priming 

a firct notion to a second position causes rotation of the tirst suppon dv a 
predlS angle and rotation of the priming member back from «te seoond pos*on 
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PCT). 

(see fig.1-4 end page 8 second § > ^ d D1 ^ s ^ ^ i ntem ,ment^o t ion 
to pege 24 line 8). It is stressed that the <**™*V^ w feature ls ^5,^ ,„ 
m eohenism ere not as suoh defined ,n «« ^ Insures at some stage 

considered ae an internment motion meohanism. 

IC.aThesuoiect-manero,^^ 

nation mechanism is a Gene* ' ™ U ™le indexatlon of tne cartridge 

offset from the central ax,s S a,d fee ' me avai|able prior art . 

Err: K rrsu — — appears , 0 

fulfill the requirements of Article 33(3) PCT. 

, , document D6 dtecloses (the referances in parentheses applying to mis document,: 

A device (figs.1 1-14) for dispensing individual doses of powder from respective pockets 
of a carrier, the device including: b fl 12) 

M and second ^ ^ S second carrier (res, 

of 101a and 101b, ig.12T »™ 9 d on ^ axrs (,t is 

Changeover contponen, (111a, flg.11) located hereon the firs, and second eupports, 
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the first support having a first feature (cutaway portion in 101a, see fig.12 and 14) for 
engaging wKh the ohangeover component and the second support having a second 
feaUe (cutaway portion in 101b, see fig.12 and 13) for engaging wrth the changeover 

"xing mechanism (plate 106, fig.12 and page 8 lines 13-16 ) arranged to rotate 
each of the first and second supports; wherein the Indexing mechamsm .s arranged to 
rotate the first support while the first feature engages the changeover component, the 
hangeover component being arranged to then engage the second feature so as to 
rotate the second support to a position from which the indexing mechan.sm is arranged 
torotJtethe second support (see page 10 lines 1-6, once the first earner has been 
emptied, the member or changeover component 111a moves to the posrt.on «n wh.ch the 
second support and carrier are moved). 

11 1 The subject-matter of claim 39 thus differs from the device of -pe in that it 's not thefirst 
support which moves the changeover component 1 1 1 a but the 
moves itself to track 124 (see fig.14), when it arrives at the break ,n the track m 
Nevertheless, it still can be said that the changeover component 111a rotates the 
second support to a position from which the indexing mechanism «s arranged to rotate 
the second support (e.g at least after the first move of 111a, the second support .s - 
r g ain h such a posftlon). The subject-matter of claim 39 is consequently novel over D6 
(Article 33(2) PCT). 

11 2 It is not clear at the moment which technical effect is derivable or which problem is 
o^ 

39 does not appear to involve an inventive step within the sense of Article 33(3) PCT. 

11.3 The subject-matter of claims 40 and 42 does not appear to be inventive either (see 
figs.1 1-14 and the passages already cited under point 11.1). 

1 1 4 The subject-matter of claims 41 ,43-47 does not appear to be rendered obvious by the 
available documents. D6 does not disclose supports having gear teeth, nor a Geneva 
riTanangement or a dose counting system. Therefore, the subject-matter of c.a,ms 
41 ,43-47 appears to fulfill the requirements of Article 33(3) PCT. 
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7* Claims 48-53- A device for dispensing individual doses of powder from respective 
BToE carr^ with a counting mechanism for counting the number of doses 
dispensed to the user. 

1, The present application does not moat the criteria of Article 33(1) PCT, because the 
12 48,51 (when dependent on claim 48),52-53 is no, novel ,n me 

sense of Article 33(2) PCT. 
12.1 The document D12 discloses (the references in parentheses applying to this document): 

A device for dispensing individual doses of powder from respective pockets of a carrier 
(see col 18 lines 66 to col.19 line 4), the device including: „■,,„,„( 
^tadna mechanism (implicit, an embodiment with blisters on a tape needs a tad of 
SSTSSnlTSr to present the blisters with the inhalation passage and the 

SCH *. ««. « •* 013 <*- i6) ,or indexin9 ,he oamer ^ 

Xt.umSseefig.16, 701 and .LIS line 2) having an indication of unit counts 

^intermittent-motion mechanism for driving the second counter ring from the first 
llrla and Stating the second counter ring between consecutive tens counts when 

™,nter rina being driven with the indexing mechanism (in col.13 line 44 su, it is 
™Sed ftat *e counter is incremented by closing the protective cap, It Is clear for the 
SXIreon ^.Xction would also act with respect ,o the indexing of the tape in 
the blister tape embodiment, like in document D13). 

it is stressed that the references made to D1 3 in the paragraph above are only there to 

^renX^^^^^^ Wre ^ to ^ de ^ re '7 M, " a f^ 
otsTreadingThe disclosure of D12. Moreover in D12, the counter rings are also 

SSL ^e wlthinthe other (see flg.16a and 16b, even if the display surface 
Tre ZnTe same side as in the appiicatlon - see fig.20 of the applicatron , the display 
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surface are as such not yet specified in claims 48,51 ,52-53). 

Therefore the subject-matter of claims 48,51 (when dependent on claim 48), 52-53 is not 
novel in view of document D1 2. 

1 2 2 The scope of "Geneva mechanism" is unclear within the sense of Article 6 PCT, as the 

features'mplied by said wording cannot be determined. Therefore the subject-matter of 
claim 49 lacks clarity, said lack of clarity notwithstanding, the claim is not consumed I to 
be novel (Article 33(2) PCT) as it does not clearly further restrict the scope of cla.m 48. 

13 The subject-matter of claims 50 and 51 (when dependent on claim 50) does not appear 
^ derivable from the available prior art, as D1 2 nor D13 do disclose a Geneva wheel 
!n orZ to engage the second counter ring. Thus the subject-matter of cla.ms 50-51 
appears to fulfill the requirements of Article 33(3) PCT. 



14 The closest Drier arts (D1, D5, D6, D7, D9, D12) of the drfferent .nvemions teve not 
been identified as required by Rule 5(a)(ii) PCT. Furthermore, the independent cla.ms 
a""^ the two-partfom, as required by Rule 6.3(b) PCT Monger .the c,a,ms do not 
. include reference signs in parentheses as required by Rule 6.2(b) PCT. 
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